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CLAIMS 

Please amend the claims as shown. 

As amended, the following listing of claims will replace an prior versions and listings of 
claims in the application: 

1 . (Currently Amended) An aerosolization apparatus comprising: 

a container containing a pharmaceutical formulation, the pharmaceutical 
formulation comprising an active aaent-aftd the container f urther containing a first 
pressurizer comprising a fluid p rooellant: 

a metering chamber in communication with the container, the metering chamber 
adapted to hold a metered amount of the pharmaceutical formulation; 

a valve to allow the metered amount of the pharmaceutical formulation to be 
released from the metering chamber when the valve is actuated; and 

a second p ressurizer that acts together with the first pressurizer to apply app li e s 
pressure to the pharmaceutical formulation in the metering chamber while the 
pharmaceutical formulation is being released from the metering chamber, 

wherein the metering chamber is sized so that at least 2 mg of the active agent is 
be aerosolized for delivery to a user during inhalation. 

2. (Currently Amended) An aerosolization apparatus according to claim 1 wherein 
the second p ressurizer changes the volume of the metering chamber. 

3. (Currently Amended) An aerosolization apparatus according to claim 1 wherein 
the second p ressurizer decreases the volume of the metering chamber. 

4. (Currently Amended) An aerosolization apparatus according to claim 1 wherein 
the second p ressurizer changes the volume of the metering chamber and wherein the 
aerosolization apparatus further comprises a mechanism for returning the metering 
chamber to its original volume following actuation. 
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5. (Original) An aerosolization apparatus according to claim 1 wherein the metering 
chamber is sized so that at least 3 mg of the active agent is be aerosolized for delivery 
to a user during inhalation. 

6. (Original) An aerosolization apparatus according to claim 1 wherein the metering 
chamber is sized so that at least 5 mg of the active agent is be aerosolized for delivery 
to a user during inhalation. 

7. (Original) An aerosolization apparatus according to claim 1 wherein the metering 
chamber is adapted to contain a volume of the pharmaceutical formulation of at least 50 
fj\ prior to actuation of the valve. 

8. (Original) An aerosolization apparatus according to claim 1 wherein the metering 
chamber fs adapted to contain a volume of the pharmaceutical formulation of at least 

1 50 fj\ prior to actuation of the valve. 

9. (Original) An aerosolization apparatus according to claim 1 wherein the metering 
chamber is adapted to contain a volume of the pharmaceutical formulation of at least 
300 jwl prior to actuation of the valve. 

10. (Currently Amended) An aerosolization apparatus according to claim 1 wherein 
the pharmaceutical formulation comprises a powder and a particle, size distribution of 
pre es uriz e r i e arrang e d s o that a t l ea s t - 6&% - of - tt» e aerosol particles generated havo a ]s 
at least about 50% having a d iametric size of from 0.1 fjm to 10 /mi. 

1 1 . (Currently Amended) An aerosolization apparatus according to claim [[1 ]] 10 
wherein tho prossuriz e r is arrang e d s o that at least 80% of the aerosol particles 
generated have a diametric size of from 0.1 //m to 1 0 //m. 
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12. (Currently Amended) An aerosolization apparatus according to claim 1 wherein 
the second p ressurizer comprises a plunger that is capable of changing the volume of 
the metering chamber, 

13. (Currently Amended) An aerosolization apparatus according to claim 1 wherein 
the second o ressurizer comprises a plunger that is capable of changing the volume of 
the metering chamber, wherein the plunger is adapted to be pressurized by the 
pressure of the pharmaceutical formulation within the container. 

14. (Withdrawn) An aerosolization apparatus according to claim 1 wherein the 
pressurizer comprises a flexible wall of the metering chamber. 

15. (Withdrawn) An aerosolization apparatus according to claim 1 wherein the 
pressurizer comprises a flexible wall of the metering chamber, wherein the flexible wall 
is adapted to be pressurized by the pressure of the pharmaceutical formulation within 
the container. 

16. (Currently Amended) An aerosolization apparatus according to claim 1 wherein 
the second p ressurizer comprises a source of pressurized gas, 

17. (Currently Amended) An aerosolization apparatus according to claim 1 wherein 
the second p ressurizer comprises a source of pressurized gas, wherein the source of 
pressurized gas is within the container. 

18. (Withdrawn) An aerosolization apparatus according to claim 1 wherein the 
pressurizer comprises a bi-stable member movable between a first position and a 
second position and wherein the pressure within the metering chamber is increased 
when the bi-stable member moves to the second position. 

1 9. (Withdrawn) An aerosolization apparatus according to claim 18 wherein the bi- 
stable member comprises a bi-stable dome. 
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20. (Withdrawn) An aerosolization apparatus according to claim 1 8 wherein the bi- 
stable member comprises an interior surface in communication with the metering 
chamber and an exterior surface in communication with the interior of the container. 

21-25 (Cancelled). . 

26. (Withdrawn) An aerosolization apparatus according to claim 21 wherein the 
pressurizer comprises a flexible wall of the metering chamber, wherein the flexible wall 
is adapted to be pressurized by the pressure of the pharmaceutical formulation within 
the container. 

27. (Cancelled) 

28. (Withdrawn) An aerosolization apparatus according to claim 21 wherein the 
pressurizer comprises a bi-stable member movable between a first position and a 
second position and wherein the pressure within the metering chamber is increased 
when the bi-stable member moves to the second position, 

29. (Currently Amended) An aerosolization apparatus comprising: 

a container containing a pharmaceutical formulation, the pharmaceutical 
formulation comprising insulhvaod , the container further containing a first pressurfeer 
comprising a fluid a propellant; 

a metering chamber in communication with the container, the metering chamber 
adapted to hold a metered amount of the pharmaceutical formulation; 

a valve to allow the metered amount of the pharmaceutical formulation to be 
released from the container when the valve is actuated; and 

a second p ressurizer that actsJcxLelher with thejiretpra 
pressure to the pharmaceutical formulation in the metering chamber while the 
pharmaceutical formulation is released from the metering chamber. 


5 

PAGE 7/15 * RCVD AT 12/1 1/2007 8:22:24 PM [Eastern Standard Time] * SVR:USPTO-ff XRF-5/3 * DNIS:27M300 * CS1D:6506206395 * DURATION (mm-ss):02-48 


12/11/2007 17:21 6506206395 


NEKTAR 


PAGE 08/15 


Serial No. 10/698,025 

30. (Currently Amended) An aerosolization apparatus according to claim 29 wherein 
the second p ressurizer comprises a plunger that is capable of changing the volume of 
the metering chamber, wherein the plunger is adapted to be pressurized by the 
pressure of the pharmaceutical formulation within the container. 

31 . (Withdrawn) An aerosolization apparatus according to claim 29 herein the 
pressurizer comprises a bi-stable member movable between a first position and a 
second position and wherein the pressure within the metering chamber is increased 
when the bi-stable member moves to the second position. 

32. (Currently Amended) A method of aerosolizing a pharmaceutical formulation, the 
method comprising: 

containing a pharmaceutical formulation in a container, the pharmaiceutical 
formulation comprising an active agent and a propellan t. the propellant comprislnga 
first pressurizer ; 

metering an amount of the pharmaceutical formulation [[in]] into a metering 
chamber in communication with the container; 

releasing the pharmaceutical formulation from the metering chambe r whon a 
valv e i s actuat e d ; and 

applying pressure within the metering chamber with a second pressurizer during 
the release of the pharmaceutical formulation, 

wherein at least 2 mg of the active agent is be aerosolized for delivery to a user 
during inhalation. 

33. (Currently Amended) A method according to claim 32 wherein the pressure is 
added -applied t o the metering chamber by decreasing the volume of the metering 
chamber. 

34. (Original) A method according to claim 32 wherein at least 3 mg of the active 
agent Is aerosolized for delivery to a user during inhalation. 
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35. (Original) A method according to claim 32 wherein at least 5 mg of the active 
agent is aerosolized for delivery to a user during inhalation. 

36. (Currently Amended) A method according to claim 32 wherein at l east 60% of the 
pharmacQuticat formulation comprises a powder, and a particle size distribution of 
aerosol particles generated-have^a is at least about 50% having a diametric size of from 
0.1 fjm to 10//m. 

37. (Currently Amended) A method according to claim [[32]] 36 wherein at least 80% 
of the aerosol particles generated have a diametric size of from 0.1 //m to 10 //m. 

38. (Original) A method according to claim 32 wherein the pressure is applied by a 
plunger. 

39. (Original) A method according to claim 32 wherein the pressure is applied by a 
plunger, wherein the plunger is adapted to be pressurized by the pressure of the 
pharmaceutical formulation within the container. 

40. (Withdrawn) A method according to claim 32 wherein the pressure is applied by a 
flexible wall of the metering chamber, wherein the flexible wall is pressurized by the 
pressure of the pharmaceutical formulation within the container. 

41 . (Original) A method according to claim 32 wherein the pressure is applied from a 
source of pressurized gas. 

42. (Withdrawn) A method according to claim 32 wherein the pressure is applied by a 
bistable member movable between a first position and a second position and wherein 
the pressure within the metering chamber is increased when the bi-stable member 
moves to the second position. 
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43. (Currently Amended) A method of aerosolizing an insulin formulation, the method 
comprising: 

containing a pharmaceutical formulation in a container, the pharmaceutical 
formulation comprising insulin and a propellan t, the propellant comprising a first 
pressurizing means ; 

metering an amount of the pharmaceutical formulation in a metering chamber in 
communication with the container; 

releasing the pharmaceutical formulation from the metering chambe r wh e n a 
valvo i s actuated ; and 

applying pressur e. wHh a second pressurizing means, within the metering 
chamber during the release of the pharmaceutical formulation. 

44. (Original) A method aocording to claim 43 wherein at least 2 mg of insulin is 
aerosolized for delivery to a user. 

45. (Original) A method according to claim 43 wherein at least 3 mg of insulin is 
aerosolized for delivery to a user. 

46. (Original) A method according to claim 43 wherein at least 5 mg of insulin is 
aerosolized for delivery to a user. 

47. (Original) A method aocording to claim 43 wherein the pressure is applied by a 
plunger, wherein the plunger is adapted to be pressurized by the pressure of the 
pharmaceutical formulation within the container. 

48. (Withdrawn) A method according to claim 43 wherein the pressure is applied by a 
flexible wall of the metering chamber, wherein the flexible wall is pressurized by the 
pressure of the pharmaceutical formulation within the container 

49. (Original) A method according to claim 43 wherein the pressure is applied from a 
source of pressurized gas. 
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50. (Withdrawn) A method according to claim 43 wherein the pressure is applied by a 
bi-stable member movable between a first position and a second posrtion and wherein 
the pressure within the metering chamber is increased when the bi-stable member 
moves to the second position. 
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